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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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Status 

1 )^ Responsive to communication(s) filed on 09 March 2009 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 17-36 is/are pending in the application. 

4a) Of the above claim(s) 17-23 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IEI Claim(s) 24-36 is/are rejected. 
/)□ Claim(s) is/are objected to. 
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Application Papers 
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DETAILED ACTION 

1 . This action is in response to applicant's amendment received on 03/09/2009. 

Drawings 

2. The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the femoral resection 
guide when mated with the connector member is further away from the tibia when the 
augment is fixed to the positioning member than when the augment is not fixed to the 
positioning member must be shown or the feature(s) canceled from the claim(s). No 
new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner. 
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the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification sliall contain a written description of the invention, and of the manner and process of 
malting and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 24-27, 33, and 34 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification In such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. Claim 24 lines 9-13 contains 
limitations that the examiner does not believe to be shown in the drawings or provided 
in the specification and are being treated as new matter (see the drawing objection 
above for more details). 

Claim Rejections - 35 USC § 101 

5. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, 
manufacture, or composition of matter or any new and useful improvement 
thereof, may obtain a patent therefore, subject to the conditions and 
requirements of this title. 

Claims 24-36 are rejected under 35 U.S.C. 101 because they are drawn to non- 
statutory subject matter. In claim 24, lines 3-4, the applicant positively recites part of a 
human, i.e. "...that defines a femur facing side and a tibia facing side...". In claim 28, 
line 4, the applicant positively recites part of a human, i.e. "...defining a femur facing 
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side, a tibia facing side...". Thus claims 24-36 include a human within their scope and 
are non-statutory. The examiner believes claims 24 and 28 should state something 
along the lines ...that defines a side configured to face a femur and a side configured to 
face a tibia... and will be interpreted as such for examination purposes. 

A claim directed to or including within its scope a human is not considered to be 
patentable subject matter under 35 U.S.C. 101 . The grant of a limited, but exclusive 
property right in a human being is prohibited by the Constitution. In re Wakefield, 422 
F.2d 897, 164 USPQ 636 (CCPA 1970). 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or In public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 24, 33, and 34 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Dietz (U.S. patent 5,653,714). 

Dietz discloses a device comprising an instrument, an augment, and a resection 
guide (40) capable of being used on a femur or a tibia. The instrument includes a 
positioning member (10) that defines a side surface capable effacing a femur, a 
generally planar side surface capable of facing a tibia, a first coupler (24), and a 
connector member including a first mating feature (recess in element 34; see column 2 
lines 54-56). The augment includes an upper surface, a contoured lower surface, and a 
second coupler (16) that cooperates with the first coupler to fix the augment to the 
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positioning member, wherein tlie upper surface of tlie augment abuts the side surface 
capable of facing a tibia when the augment is fixed to the positioning member. The 
resection guide includes a second mating feature (36) that mates with the first mating 
feature of the instrument, wherein the device is configured such that when the resection 
guide is mated to the connector member and the device is on a tibia, the resection 
guide is positioned farther away from the tibia when the augment is fixed to the 
positioning member than when the augment is not fixed to the positioning member. 

8. Claims 28, 31 , and 32 are rejected under 35 U.S.C. 1 02(b) as being anticipated 
by Buechel (U.S. Patent 4,738,254). 

Buechel discloses a device comprising an instrument, an augment, and an 
intramedullary pin (14). The instrument includes a positioning member including a first 
coupler/bore (52) and a handle (29/30) extending from the positioning member and 
defining a side configured to face a femur, a side configured to face a tibia, and a guide 
slot (39) that receives the intramedullary pin. The augment includes a second 
coupler/pin (76) that is received within the first coupler to fix the augment to the 
positioning member. 

9. Claims 28, 35, and 36 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Androphy (U.S. Patent 4,487,203). 

Androphy discloses a device (for example Figure 7) comprising an instrument, an 
augment (38), and an intramedullary pin (34). The instrument includes a positioning 
member (108) including a first coupler (110) and defining a side configured to face a 
femur, a planar side configured to face a tibia, and a guide slot (118) that receives the 
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intramedullary pin. The guide slot extends from the femur facing side to the tibia facing 
side and opens to a front portion of the positioning member. The augment includes an 
upper surface, a lower surface, an augment slot (56) extending from the upper surface 
to the lower surface and opens to a front portion of the augment, and a second coupler 
(60) that cooperates with the first coupler to fix the augment to the positioning member, 
wherein the augment slot is positioned and aligned with the guide slot such that when 
the augment is fixed to the positioning member the upper surface of the augment (the 
surface element 110 projects from) abuts the tibia facing side of the positioning member 
(the surface that element 1 10 Is inserted into element 60). 

Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . Claim 27 is rejected under 35 U.S.C. 103(a) as being unpatentable over Dietz 
(U.S. patent 5,653,714). 

Dietz discloses the invention as claimed except for the first coupler including a 
bore and the second coupler including a pin that is received within the bore. Dietz 
discloses a device comprising a first coupler of a positioning member including a 
pin/tongue, i.e. a slender, usually cylindrical, piece of wood or metal for holding or 
fastening parts together, and a second coupler of an augment including a bore/groove 
that receives the pin. It would have been obvious to one having ordinary skill in the art 
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at the time the invention was made to provide the device of Dietz wherein the first 
coupler includes a bore and the second coupler includes a pin, since it has been held 
that a mere reversal of the essential working parts of a device involves only routine skill 
in the art. In re Einstein, 8 USPQ 167. 

12. Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Androphy (U.S. Patent 4,487,203). 

Androphy discloses the invention as claimed except for the first coupler including 
a bore and the second coupler including a pin that is received within the bore. Androphy 
discloses a device comprising a first coupler of a positioning member including a pin, 
i.e. a slender, usually cylindrical, piece of wood or metal for holding or fastening parts 
together, and a second coupler of an augment including a bore that receives the pin. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to provide the device of Androphy wherein the first coupler includes a bore 
and the second coupler includes a pin, since it has been held that a mere reversal of the 
essential working parts of a device involves only routine skill in the art. In re Einstein, 8 
USPQ 167. 



Response to Arguments 

1 3. Applicant's arguments, see the applicant's arguments, filed 03/09/2009, with 
respect to the rejection(s) of claim(s) 28 under 35 U.S.C. 102(b) in view of LaSalle have 
been fully considered and are persuasive. Therefore, the rejection has been withdrawn. 
However, upon further consideration, a new ground(s) of rejection is made in view of 
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Buechel and Androphy as discussed above. The examiner has provided new grounds of 
rejections not necessitated by the amendment making this office action non-final. 



Conclusion 

14. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See PTO-892 for cited references the examiner felt were relevant 
to the application. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nicholas Woodall whose telephone number is (571)272- 
5204. The examiner can normally be reached on Monday to Friday 8:00 to 5:30 EST.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas Barrett can be reached on 571-272-4746. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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